TH'S OPI NI ON WAS NOT WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered today (1)
was not witten for publication in a law journal and (2) is
not bi ndi ng precedent of the Board.
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UNI TED STATES PATENT AND TRADEMARK OFFI CE

BEFORE THE BOARD OF PATENT APPEALS
AND | NTERFERENCES

Ex parte DOUGLAS J. M ALLEN and KEVIN M NEPVEUX

Appeal No. 95-4433
Application No. 07/994, 040

Before GARRI S, OVWENS and WALTZ, Adninistrative Patent Judges.

GARRI S, Adninistrative Patent Judge.

DECI SI ON ON APPEAL
This is a decision on an appeal fromthe final rejection
of claims 1 through 3 which are all of the clains in the

appl i cation.

1 Application for patent filed Decenber 21, 1992.
According to appellants, this application is a continuation of
Application 07/449,961 filed Decenber 11, 1989, now abandoned.
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The subject matter on appeal relates to crystalline
azithromycin dihydrate and to a nethod for the preparation
thereof. Further details of this subject matter are readily
apparent froma review of the appeal ed clains which read as

foll ows:

1. Crystalline azithromnmycin di hydrate.

2. A nmet hod of preparing crystalline azithronycin
di hydrate which conprises crystallization of anorphous
azithromycin or azithronycin nonohydrate froma m xture of
tetrahydrofuran and a (C-C,) aliphatic hydrocarbon in the
presence of at |east 2 nolar equivalents of water.

3. A net hod of claim2 wherein the hydrocarbon is
hexane.
The references relied upon by the exam ner as evidence of

obvi ousness are:

Desposato et al. (Desposato) 4,219, 641 Aug.
26, 1980

Bri ght 4,474,768 ct. 2,
1984

Clains 1 through 3 stand rejected under 35 U.S.C. § 103
as bei ng unpatentable over Bright in view of Desposato.

This rejection cannot be sustai ned.
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On this appeal, the exam ner and the appellants have
advanced respectively reference evidence of obvi ousness and
decl aration evidence of nonobvi ousness. Accordingly, we wll
assess the patentability of the here clained invention under
35 U.S.C. §8 103 based upon the totality of the record, by a
preponder ance of evidence with due consideration to

per suasi veness of argunent. In re Qetiker, 977 F.2d 1443,

1445, 24 USPQ2d 1443, 1444 (Fed. Cir. 1992).

Exanple 3 of the Bright reference discloses nmaking a
crystalline product said to constitute azithromycin
nmonohydr at e? usi ng et hanol and water. Consistent with the
appel lants’ argunents, it is questionable whether one with
ordinary skill in the art would have found in the Desposato
reference any reason, suggestion or incentive to nodify
Bright’'s aforenentioned disclosure in such a manner as to
obtain a crystalline azithronycin dihydrate as required by
appealed claim1 or a nethod for the preparation thereof from
a mxture of tetrahydrofuran and a (C-C,) aliphatic

hydrocarbon in the presence of at |east two nolar equival ents

2 On the record before us, it is undisputed that
azi t hromyci n nonohydrate constitutes the product of Exanple 3.
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of water as required by appealed claim2. This is because
Desposat o, al t hough di sclosing the existence of erythronycin
di hydrate (see line 6 in colum 3), contains no disclosure
regarding the crystalline formof this conmpound much | ess
crystalline azithronycin dihydrate. Simlarly, although

pat ent ee di scl oses crystallizing erythronycin ethyl succinate
from an aqueous m xture contai ning tetrahydrofuran as sol vent
or ethyl acetate as solvent conbined with hexane (e.g., see
lines 37 through 56 in colum 1), Desposato contains no

di scl osure of using a mxture of tetrahydrofuran and a C-C,
al i phatic hydrocarbon in the presence of at |east two nol ar
equi val ents of water in order to prepare crystalline

azi thromycin di hydrate.

As rebuttal evidence, the appellants have advanced a
nunber of declarations. These declarations include the
Forcier Declaration signed March 19, 1992 and the Hangac
Decl arati on signed February 16, 1994 whi ch conpare
respectively the hygroscopicity and stability characteristics
of crystalline azithromycin dihydrate and azithronycin
nmonohydrate. Notw thstanding the examner’s criticisns
t hereof, these declarations quite plainly show that the
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af orenenti oned characteristics of crystalline azithromycin
di hydrate are significantly and unexpectedly superior to those
of crystalline azithromycin nonohydrate.

Under the circunstances recounted above, it is our
determ nation that the evidence of record, on bal ance, weighs
nost heavily in favor of a nonobvi ousness conclusion. It
follows that we cannot sustain the examner’s 8 103 rejection
of clainms 1 through 3 as being unpatentable over Bright in

vi ew of Desposato.
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The deci sion of the exam ner

PATENT

REVERSED

BRADLEY R GARRI S )
Adm ni strative Patent Judge)
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Adm ni strative Patent Judge)
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)
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Adm ni strative Patent Judge)

is reversed.
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